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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
06/08/2009 has been entered. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



Claims 1-4,6-8,11,15,17-18,20-21,23-25,28 and 32 are rejected under 35 
U.S.C. 102(b) as being anticipated by Lee (WO 01/21229 A1), for the reasons set forth 
in the office action mailed 04/18/2008. 
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Claims 1-3,6-8,11-18,20,23-25,28-32 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Hossainy et al. (EP 0 970,711 A2), for the reasons set forth in the 
office action mailed 04/18/2008. 

Claims 1-3,6-8,11,15,17-18,20,23-25,28,32-34 are rejected under 35 
U.S.C. 1 02(e) as being anticipated by DeSimone et al. (US 2004/01 81 271 A1 ), for the 
reasons set forth in the office action mailed 04/18/2008. 

Regarding the new limitations within claims 33-34, DeSimone specifically 
teaches the use of poly(L-lactide). See [0035] and claims 38-39,73 and 74. 

Claims 1-3,6-8,11,15,17-18,20,23-25,28,32-34 are rejected under 35 
U.S.C. 102(b) as being anticipated by Hossainy et al. (US 2001/0014717 A1, '717 from 
hereon), for the reasons set forth in the office action mailed 04/18/2008. 

Regarding the new limitations within claims 33-34, Hossainy specifically teaches 
the use of poly(L-lactide). See [0041], [0051]. 

Applicant's arguments filed 06/08/2009 have been fully considered but they are 
not persuasive. 

Applicants assert that Lee, DiSimone, Hossainy and, '717 cannot anticipate their 
claims because none of the references recite every feature of their claimed invention. 
Applicants assert that none of the references describe the polymers as having the same 
Tg or degree of crystallization presently claimed for the first polymer and polymeric 
additive. In order to bolster their argument applicants submitted two references which 
they purport support their argument that the degree of crystallinity can be different for a 
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particular polymer and depends upon the conditions under which the polymer was 
made. 

The relevance of these assertions is unclear. As detailed in previous office 
actions it is the position of the examiner that since the polymers taught in the references 
above are the same as applicants claimed polymers (PCL,PLA and PGA) they will 
inherently have the same properties including Tg and degree of crystallization. 
Applicants have not set forth in their claims or within the specification how their 
polymers would have a different degree of crystallization and Tg than those same 
polymers known in the art or that are commercially available. The references presented 
by applicants do indeed show that polymers with different molecular weights (size) and 
particle sizes do exhibit different degrees of crystallization, however applicants have not 
recited within their claims any physical feature of the polymers (MW or particle size) that 
would exclude the polymers within the references above. The examiner can only search 
for what is claimed, since the polymers claimed are within the same in scope as what is 
described in the references above the office assumes that any property derived from 
those polymers is also necessarily the same. All of the applied references above teach 
the same coatings comprised of the same polymeric blends as claimed by applicants 
e.g. PCL and PHB. The polymers disclosed in those references also either recite or 
inherently teach the same T g as claimed by applicants. It is well known in the art that the 
glass transition temperature T g and the melting temperature T m of a polymer is 
inherently linked to it's crystalline structure. See Odian Principles of polymerization pp 
24-33, cited previously. Thus it is the position of the examiner that since the polymers 
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claimed are the same and their T g values are the same the polymers will inherently have 
the same degree of crystallization as applicants claimed polymer blend because 
crystallinity and glass transition temperatures are inherently linked. Also applicants own 
specification at [0035] of the US PGPUB 20050112171 A1 states "the crystallinity of 3- 
PHB is about 80% while that of PCL is about 57%" thus as evidenced from applicants 
own specification it would appear that inherently 3-PHB (described as an additive) has a 
higher degree of crystallinity then PCL (described as a 1 st polymer), thus since all of the 
above references teach blends of PCL and PHB the limitation is inherently met. It 
appears as though applicants are trying to claim an undisclosed or unknown property of 
an old polymeric blend. Where the claimed and prior art products are identical or 
substantially identical in structure or composition, or are produced by identical or 
substantially identical processes, a prima facie case or either anticipation or 
obviousness has been established, Thus the claiming of a new use, new function or 
unknown property which is inherently present in the prior art does not necessarily make 
the claim patentable. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-3,6-8,11-15,17-18,20,23-25,28-34 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Hossainy et al. (US 2001/0014717 A1). 

Hossainy is described in the previous office action filed 04/18/2008. Hossainey 
while describing polymeric blends is silent on specific blend ratios. However adjusting 
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the amounts of biodegradable polymers used as a coating for a stent is clearly a result 
effective parameter that one of ordinary skill in the art would adjust through routine 
optimization. Optimization of parameters is a routine practice that would be obvious for 
a person of ordinary skill in the art to employ and reasonably would expect success. It 
would have been customary for an artisan of ordinary skill to determine the 
optimal blend ratio of polymers within a coating by adjusting the blend ratio and types of 
polymers to find the desired biodegradability of the coating itself and thereby also 
adjusting the release rate of any active contained within the coating. Thus, absent some 
demonstration of unexpected results from the claimed parameters, this optimization 
of polymer blend ratio within a coating for a stent would have been obvious at the time 
of Applicant's invention. Furthermore it is noted by the examiner that a ratio of 1 :1 is 
within applicants claimed blend ratios, it would be especially obvious that one of 
ordinary skill in the art would mix two polymers in a blend in equal amounts of 50:50. 

Claims 1-3,6-8,11-15,17-18,20,23-25,28-34 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over DeSimone et al. (US 2004/01 81 271 A1 ). 

DeSimone is described in the previous office action filed 04/18/2008. DeSimone 
while describing polymeric blends is silent on specific blend ratios. However adjusting 
the amounts of biodegradable polymers used as a coating for a stent is clearly a result 
effective parameter that one of ordinary skill in the art would adjust through routine 
optimization. Optimization of parameters is a routine practice that would be obvious for 
a person of ordinary skill in the art to employ and reasonably would expect success. It 
would have been customary for an artisan of ordinary skill to determine the 
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optimal blend ratio of polymers within a coating by adjusting the blend ratio and types of 
polymers to find the desired biodegradability for the coating itself and thereby also 
adjusting the release rate of any active contained within the coating. Thus, absent some 
demonstration of unexpected results from the claimed parameters, this optimization 
of polymer blend ratio within a coating for a stent would have been obvious at the time 
of Applicant's invention. Furthermore it is noted by the examiner that a ratio of 1 :1 is 
within applicants claimed blend ratios, it would be especially obvious that one of 
ordinary skill in the art would mix two polymers in a blend in equal amounts of 50:50. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571 ) 272-7838. The examiner can normally be reached on 
9:30-6:00, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



